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Th9 MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . ^ This communication, is responsive to 9/2/2004 . 

2. P^The allowed claim(s) is/are 69, 89 and 106-111: now claims 1-8 . 

3. ^ The drawings filed on 14 August 2001 are accepted by the Examiner 

4. 1^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 

3)13 All b)nSome* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. H Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

5. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration Is deficient. 

6. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such In the header according to 37 CFR 1.121(d). 

7. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 
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REASONS FOR ALLOWANCE 

1 . The following is an examiner's statement of reasons for allowance: Amened and new 
claims directed to an isolated DNA that will hybridize to SEQ ID NO 95, under high stringency, 
and only hybridize to Neisseria meningitides and Neisseria gonorrheae, and not Neisseria 
lactamica strain NI8064, is not taught nor reasonably suggested in the prior art of record and 
therefore defines allowable subject matter. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

EXAMINER'S AMENDMENT 

1 . An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to appUcant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Mr. B.J. Sadoff, Registration Number 36,663 on September 2, 2004. The application has been 
amended as 
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follows: 

AMENDMENTS TO THE GLAiMS: 

Artiend ths dajms aa fbllowa: 

Claims 1-68, and 90-105. (Canceled) 

69. {Proposed CuTrently Amended) An isolated DNA which la apecific to 
Wefese/fe mmngittdfs (Nm) and fJcis^da flonorrtiea* (Wg), and hybridizer on a 
Sauihern blot to SEQ ID NO'95 and doee not hybridize on a Southern blot to a DNA 
sequence of Neis^ria lactamica [Nl) strain NI8064, under ttie following Kybridlzaflon 
conditions; IB in at 65^^ with a aolution oomprisina 0.5 M fr&M cH 7^, ^^7,2: 
0.001 lA EDTA-Na O . qci 1^ bovine eertim albumin and 7% sodium 

dodccylBulphate, followed by at least two waeihes in si solution comprising AO mf^ Ma 
PO 44Q mM pH 7. 2. InnM EDTA. and 1%fiD5/ iDT A 1 mM/SDS 1%. the final wa&h 

being conducted at 8S*C for B minutes, or the complement a1 satd laolated DNA which ie 
apeclfiP fo Neiss&ria meningitidis (Mm) and WeJseemgonorrheae (Ng), 

provided Itiat eaiid DNA or th8-compleTnant of &aid isolated DNA is no^ p!IO, or a 
aene involved in the biwyntheais ot any one qrf the polyeaccharid© capsule, IgA 
proteasea, pitfn, a protein which binds iranfiferrin, a proteh which binds laotoferin, and 
an cpaqity protein 

9eld DMA b6in& wrtnin an istel involved (n tha Dolonizalion of th* nasophfiirynix or 
invasion of the submucouBal space or systemic dlssGmlnaiion of FMrYip 



89. (ProposKl Currentty Amended) A composition compdslng «-the« DNA or 
complement of olafm 68 and a carrfer. 
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loe, {Proposed Currently Am&ndad) An isotelftd DMA vjhtoh Is specific to 
Nefsserfa menhgiMa [NmJ and /V^/sse/te gonorrheEie (Ng), aad Tiybridizes pn & 
Southern blot to SEQ ID MO:SB and dose not hybridize C5n r Southern Llat to a DNA 
a^quencft of Atefesejite tactamiaa. (Nl) etrsdn NiaOB4, under the following hvbridi£atiori 
conditigria: 16 \\ b\ es^G, vwlth a Eoiution compriBSna 0.5 M NftP04 0v6-Wf,.pH 7.2 . D.Q01 

M EDTA-Na. ^SBTA-4 ^LlC ^ ■Q01 M i 1%. -1%faoving serum albumh arid 7% sodium 
dodecylsulphflte, followed by at isaei two washes In b aolution oompriGing 4C mM f Ma 
PO4 4frflftMH5H 7.a gDTA 1 mM/ SDS-^%. 1 mM EDTA and 1% fiPS. t he final wash 
being conducted at 65^^ for 5 minutes, or the connplement of aald Isolated DNA which Is 
apecific to N$i$&&nA n^ningtt!(J!s(Hm) md Neisseria gonorrheas (Ng), 

provided that said DNA or the complement of aaid isatalcd DNA is not pl!0, or a 
gana involved in the bloaynthe^i? of amy one of the pofysaccharlde Gapaule, IgA 
protea&dd, pilin, a protein which binds transferrin, a protein v/hioh binds i^ctoferin, nnd 
an opacity prot39in. 

1 07. (Proposed Currently Amende) A compoeftlon oomprlsina *-ihfi DNA or 
cDmpiemanl of claim 106 and a carrier, 

1DS. (new) A metbod of detecting Nei^s^r/a meninsiMs (Nm) or Ne!$$er!^ 
gonorrheas (Ng) in a Bampla from a patient, saJd method compnsing providing isolated 
sample DNA of said sampte from the patient, contacting daid sample DNA with the 
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IsotafBd DNA erf claim Q9. said contaoting being performed under conditions which allow 
hybrldliiatlon of tiaid sample DNA and said isolated DMA, and detecting any 
hybridization of said eamplQ DMA and said isolated ONA, such that ^ald hybridiiistlon of 
30ld sample DNA and Mid laolated DNA spscifically indfcates the pr<?senoQ of said Nm 
or Ng in said gomple, 

whsreln aoid ieolatfld ONA is specific to Nm and Ng and doss rtot hybridize on a 
Southern blot to a DNA sequence of Neisseria iBotamfr^ {Ml) Blrain NIKJ54 under the 
fallowing hytjridiiatlon condrtions: 1 a h at 65°C, Willi a aolutfan comprising 0.5 M NaP04 
pH 7,2. 0.001 M EDTA-Na, 1% bovine semin albumin and 7% sodiumi dod&cylgiilphEite, 
follow^ by At l*a5T two vu:3sh&e in a solution comprlalnB 40 mM Na PO4 pH 7.2, imM 

EDTA, and 1% SD6, tHe \\m\ waeh bslnfl conducted at 65^ forS minutes, and 

ihf herein said isolated DMA apEcifically hybridizes to Nm DNA Einri N a DNA In the 
presence of Nl DNA. 

1 09. (new) A method of detecting Nelssena m&ntngiiidis (Nm) or Nelsserio 
gonorrhcaa (Wg) in a 8ampl« from a patient, said melhod comprising providing igolatccl 
sample DMA of aaid earn pie from tlie patient, contacting said sample DMA with the 
cQTTpoaition of claim 69 under condrtionfi Whidh allow hybrldiznlion of eaid sample DNA 
and DNA Ir aaid compoeitioni and detecting any hyhridizalion of eaid sample DMA and 
said DNA In Mid campDeillon, ejcn that said hybridization dT eaid sample DNA and safd 
DNA in saw cx3rrpositioti epeoifically indicates ih^ presence of said Nm or Ng in said 
BamplOp 
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wherein said DWA In said oomposition i'$ spwlflo to Mm and and cjoes not 
hybridize on a Southern blct ta a DNA eequfinoe of We/sseria kd^mlca (Nl) stwin 
NIBflQ4 under the following hybridization wrKJitions: 13 h at &S^C, wilh a solution 
comprlBing O.S M NaP04 pH 7.2, 0-0<)l M EDTA-fJa, 1% bovins serum cilbumin and 7% 

sodium ?iod«cyl9ulphEiiQ, followed by at l&aat two weshes in a eolufion comprlBing 40 
mM Na PO4 pH 7,2. ImM EDTA, and 1% SOS, til© firiflJ wash being conducted at e5*€ 
for 5 minuted, and 

wherein said DNA safd compDsiiton specifically hybrWIzea lo Km DNA and 
DNA in the presence of Nl DKA, 

11D. (new) A method of detecting NBfssefii meningMs (Nm) or Neisidrisi 
rjDnorrhsas (Ng) in a sample from a patient, said method comprising providiny ieolated 
sample DNA of said sample ftttm tfi9 patient, contacting saicJ sampfe DNA wilh Ihe 
isolatwl DNA Of claim 106, said contacting being performod under condition* which 
allow hybrtdization of «iid sample DNA and said Isolated DMA, and deriecting any 
hybridisation of said sample DNA and said isolated DNA, such thai said hybridisation of 
m\i sample DNA and said isolated DNA Bpecifically indicates thft presence d eaid Nm 
or Ng in said sample, 

wherein satd isolated DNA is epecific to Nm and Ng and does not hybridize on a 
Southern btat io a DNA seQuertce of N&isE&ni lactmics (Nl) etmin Niaoe4 und^r the 
following hybridization conditlona: 16 h at 65*^C, with a solution oonnpriEing 0.5 M NaP04 
pH 7.2, 0,001 M EDTA-Na, 1% bovine serutn albumin and 7% aodiun^ dodecyl$ulphale, 
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FQllowed by at least ttro washes in a solution comprising 40 mM Ma PO4. pH 7.2, ImM 
EDTA. ard 1% 3DS, the final wash being concluctect at 65''C for S minjteg, ond 

wherefn eaid isolated DNA specifically hybridizes to Nm DNA and Ng DNA in the 
presence of Nl DNA, 

111. (new) A method of detecting ^/efaserfa^^le™7^Me{^im) or Wetesen^^ 
gonorrheas (Ng) in a sample from a patterfl, saJd method conprisin^ pruviding isolated 
eample DNA of said sample from the peitlent, oorwactlng Eald sample DNA wllli ^^le 
tjampoeitlon of Claim 107 under conditiona which allow hybridization of said sample 
DNA ard DNA In aaW oompoeition, and detecting any hybridization of ssid sample DNA 
and said DNA in said compoeltlan, such that said hybridizaUon of said sample DNA and 
eald DNA in said composition spedflci^lly indiuatee the presence of said Nm or Ng in 
aaid eainpfe, 

wherein said DNA in said compoaitlon is epsclEIc to Nm an<J N9 and do^a not 
hybridise on a Southern blot to a DNA sequence of Neisseik taotamioa (Nl) strain. 
Ni8Dfi4 under the following hybridization conditions: 16 h at 6S'C. with a soluiian- 
oompriatng 0.5 M NaP04 pH 7.2, 0,001 M EDTA-Na, 1% bovine serum albumin and 7% 
sodium dodecyl^ylphate, followerf hy at leaet Iwo washes in a solution compritjinQ 40 
mM Na PO4 pH 7.2, 1 mM EDTA, ard 1 % SDS, the finai wash being conducted at 66«c 

forS minLites> and 

wherein said DNA Is aald aDmpQeition specifically hybridizes \u Nm DNA and Ng 
DNA in the presence or Nl DMA, 
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2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ginny Portner whose telephone number is (571) 272-0862. The 
examiner can normally be reached on 7:30-5:00 M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on (571) 272-0864. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or PubUc PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Vgp 

September 2, 2004 



